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Journal of Midwifery & Women'’s Health

Commentary

Continuing Education

Toward Opt-In Consent for Pregnancy Testing

Stephanie Tillman"’, CNM, MSN

, B. A. Goodrum>?, CNM, FNP, Angel Shae Street*, CNM, WHNP-BC,

Ashish Premkumar®, MD, PhD, Kim D. Ricardo®, JD, Jonah Fleisher’-8, MD, MPH

INTRODUCTION

In many health care settings, patients provide a urine sam-
ple without knowing its intended use and before seeing the
provider, only becoming aware a pregnancy test was per-
formed when confronting a positive result. Although this
common opt-out, noninformed approach may optimize clinic
flow, there are countervailing patient concerns at stake: con-
sent, possible diagnosis of pregnancy, documentation in the
health record, ensuing care, and safety needs. This approach
is not patient-centered and is potentially harmful, denying
patients’ bodily autonomy and possibly compromising their
right to privacy. The Dobbs v. Jackson Women’s Health Organi-
zation ruling serves as a catalyst for reconsidering pregnancy
testing consent processes and documentation within a legal
climate that criminalizes abortion decisions and care.! This
article details ethical and legal implications of opt-out preg-
nancy test practices. We argue for opt-in consent to pregnancy
testing consistent with a reproductive justice framework that
is patient-centered, respects autonomy and privacy, reduces
harm, and should be viewed as best practice, while acknowl-
edging complexities if the patient declines pregnancy testing
relevant to their care.

Consent in Health Care Ethics

Consent is an ongoing process through which a patient agrees
to or decides against provider-recommended care, an ethical
fulfillment of which upholds both bodily and decisional au-
tonomy. Everyday consent practices can be categorized into
opt-in and opt-out models of consent.” Opt-in consent mod-
els involve an explicit conversation with the patient about
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their desire to agree to a test, intervention, or recommenda-
tion. Conversely, opt-out consent models assume patient con-
sent unless otherwise indicated. Both opt-in and opt-out con-
sent models can offer clinical and ethical advantages, depend-
ing on the circumstances.”? When operationalizing pregnancy
testing that carries significant health, social, financial, or le-
gal implications for the patient, pausing to consider which
consent model best respects patient autonomy and decision-
making is an important ethical endeavor.

Opt-out consent models delegate all responsibility to the
patient to communicate their choice to decline care. This
model can be an efficient way to streamline consultation and
optimize time for care. However, this approach predetermines
a best choice while broadly assuming each individual patient
has awareness of their care, the right to decline all care, ca-
pacity to express concerns or decisions, and safety or power
to do so. A common example of opt-out consent is a provider
ordering a panel of tests without notifying the patient of nor
receiving consent for each individual test.

Opt-in consent models delegate responsibilities first to the
provider to explicitly review risks, benefits, and alternatives
to a recommendation, and next to the patient to provide con-
sent to or decide against recommended care. Informed con-
sent and shared decision-making, as examples of the opt-in
model, optimize an ethical approach to consent.® Explicit opt-
in consent processes invite patient self-determination at each
stage of the visit. Opt-in consent offers the opportunity to
individualize care, uplift the values, concerns, and circum-
stances of each unique patient, and actively empower patients
and providers to engage ethical principles of respect for au-
tonomy and justice.

Current Pregnancy Testing Model

Clinic and hospital urine pregnancy testing most often takes
the form of opt-out consent. Urine pregnancy testing (UPT)
is performed to screen for pregnancy and avoid inadvertent
harm to the pregnancy-capable person, an embryo, or fetus.
UPT is commonly performed just before surgery, medical
imaging, and in the emergency department before prescrib-
ing analgesics and other medicines that could harm a devel-
oping embryo. Pregnancy testing is also performed in the of-
fice before provision of contraception or before procedures
like colposcopy and endometrial biopsy. Some providers may
collect a urine sample for UPT before a visit as part of routine
practice.

Continuing education (CE) is available for this article. To
obtain CE online, please visit http://www.jmwhce.org. A
CE form that includes the test questions is available in the
print edition of this issue.
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Clinical Scenario

Table I. Recommendations for Opt-In Pregnancy Testing That Maintain Efficiency and Safety

Recommendations

All scenarios

Use the CDC’s history-based tool, “How To Be Reasonably Certain that a Woman Is Not Pregnant,” which is
considered more accurate than urine pregnancy testing (negative predictive value of 99%-100%).12°

UPT false negatives: if the health care provider cannot be reasonably certain that the patient is not pregnant
based on these criteria, then a negative pregnancy test may be a false negative and would not help rule out
pregnancy anyway.

UPT false positives: UPTs can remain positive for weeks after the end of every pregnancy, including
childbirth, miscarriage, abortion, and ectopic pregnancies. The test’s clinical value in these scenarios is
more difficult to determine.

Redesign processes to perform opt-in pregnancy testing whenever possible. Consider carefully the clinical
environment, including the legal risk to your patient population.

For patients declining UPT, develop a standard waiver the patient may sign to permit tests and treatments

that might cause harm if pregnant.

Emergency department

triage

Office and surgical
centers
consent with clinician.

Radiology suites

irrespective of pregnancy status.

Obtain informed consent for pregnancy testing in triage, and document this discussion appropriately.

Best practices include both verbal and written information in the patient’s preferred language.

Do not obtain pregnancy testing if patient may have been recently pregnant (result may be a false positive).
Request urine samples only when necessary for testing, after discussion with patient.

If requesting urine samples during the intake process, hold for testing if/when patient provides informed

Universal informed consent for UPT at registration, with clinicians available to discuss risks/benefits.

Use evidence-based precautions such as pelvic shielding during x-rays and computed tomography scans,

Abbreviations: CDC, Centers for Disease Control and Prevention; UPT, urine pregnancy test.

UPT is a valuable tool because it is rapid, noninvasive, in-
expensive, and highly accurate. Many providers protocolize
opt-out pregnancy testing in these clinical situations to im-
prove efficiency and safety because of the value of this infor-
mation for patients and providers, reducing the chance of fail-
ing to diagnose a pregnancy. Logistical pressures often lead to
requesting a urine specimen before the patient sees a clinician,
and without clear discussion or consent about how the urine
will be used or tested. Some patients may want to know that
they are pregnant, whereas other patients may not want that
information, may not want that information disclosed in their
medical record, may be unsure of their provider’s support for
a potential abortion decision, or may be unsure of their legal
rights to care.

Legal Implications Post-Dobbs

Under Roe v. Wade, the decision to seek an abortion was a
constitutional right acknowledged nationwide and protected
against undue state interference. These reproductive free-
doms held until June 2022 when the Supreme Court over-
turned Roe and returned the power to regulate and even ban
access to reproductive health care services to the individual
states.! This decision set into motion complicated interstate
legal conflicts.’ As of August 9, 2023, fifteen states currently
have laws that outlaw abortion, some of which target health
care providers by criminalizing abortions or attempted abor-
tions as felonies.® A growing number of jurisdictions have
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passed laws attempting to shield patients and providers from
potential criminal and civil liability stemming from out-of-
state abortion bans.” Yet, the federal constitution instructs
all states to comply with extradition requests for any per-
son fleeing criminal prosecution.? The post-Dobbs legal land-
scape raises important concerns for health care providers in
abortion-supportive states and the patients who seek their ser-
vices. Even when patients are not directly targeted with lia-
bility, providers are.” The confusing patchwork of state laws
threaten to have a chilling effect on litigation-averse providers
and institutions.

Post-Dobbs abortion restrictions also raise questions
about patient privacy and mandatory disclosures. The De-
partment of Health and Human Services released guidance
relating to disclosures of protected health information re-
lated to reproductive health care, affirming that the Health
Insurance Portability and Accountability Act’s privacy rule
“permits but does not require” disclosure to law enforcement
officials.!® However, local and state mandatory reporting laws
operate as exceptions in which mandatory reporting duties
can be triggered by mere suspicion of criminal activity.>"! For
fear of criminal and civil liability or other collateral conse-
quences, patients may have good reasons for not wanting to
disclose their pregnancy status to their health care providers,
and providers have good reasons for considering in what cir-
cumstances the knowledge of a patient’s undesired pregnancy
may complicate care.

Volume 68, No. 6, November/December 2023
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Table 2. Scripting for Opt-In Pregnancy Testing

cannot determine.
Review what the urine will and

will not be used for.

Discuss the possible impact of

the results.

Outline documentation of the

results.

Review alternatives.

Receive consent to or decision

against pregnancy testing.

early as 10 days. A urine pregnancy test could also be positive up
to 6 weeks after an abortion or a miscarriage.”

“With your consent, we will use your urine sample only for
pregnancy testing. If, based on the rest of the visit other testing
is recommended, such as for an infection, we will revisit this
conversation to be sure you are aware of those tests.”

“For today’s care, we presume your test will be negative. If your test
is positive, we would discuss the following about your care (such
as all-options counseling and referral, referral-only for prenatal
care)”.

“If your test is positive, we may need to modify the plan of care.”

“We will not be able to continue today’s care for the following
reasons...”

“Guidelines in this health care practice or laws in this state might
impact your decision-making for a positive pregnancy test in
the following ways...”

“Like all testing and counseling, the pregnancy test results will be
documented in your health care record. This record can be
accessed by...”

“You can decline pregnancy testing today. Here is how the care
would be modified if so... You can choose to complete a
pregnancy test at home before coming in for your next visit so
you can privately determine the results and decide next steps...”

“I respect your decision. Please let me know if your decision

changes or if you have any questions and want to return to this

Opt-In Consent Topic Possible Scripting Clinical, Legal, or
Ethical Concept
Highlighted
Introduce the need for testing “Before we start today’s visit, usually we test for pregnancy. This Benefits
test is done to ensure safety for your care.”
Describe what the test can and “Urine pregnancy tests would indicate if you may be pregnant as Scope

Limitations to

consent

Risks

Health care record

as legal document

Informed consent

Respect for patient

autonomy

conversation. Here’s how we will proceed today with care...”

Toward Opt-In Consent for Pregnancy Testing

We consider pregnancy testing similar to urine toxicology
testing. In that clinical context, multiple state laws denote
the legal ramifications to the pregnant person if certain sub-
stances, such as opioids or cocaine, are detected; these range
from investigation by agents of the family regulation sys-
tem to terminating parental custody. Over the last decade,
illicit substance use during pregnancy has been used to jus-
tify incarceration of pregnant people.” In 2001, the Fergu-
son v. City of Charleston ruling affirmed that drug testing
without consent was unconstitutional. Although the inten-
tion of the testing was to get pregnant people into rehabilita-
tion programs and monitor their sobriety during pregnancy;,
the court recognized the imminent threat to privacy, bodily
integrity, and autonomy this practice caused, and the undue
harms potentiated by the collaboration of the medical sys-
tem with law enforcement.”” These same tactics are now being

Journal of Midwifery & Women’s Health « www.jmwh.org

used against people seeking abortion in criminalizing states.
To preserve patient decisional autonomy regarding what in-
formation about their bodies they wish to know, we propose
an opt-in approach to pregnancy testing.

Clinically speaking, an opt-in approach to pregnancy test-
ing can take many forms. In nonemergency outpatient and
inpatient settings, the care team would discuss with the pa-
tient the reason to order a pregnancy test, what the test may
demonstrate in the context of the person’s clinical presenta-
tion, and how it might aid in either making a diagnosis or fur-
ther management. Situating the discussion within the legal en-
vironment and considering any relevant implications for the
patient and provider related to counseling, referral, and clini-
cal documentation would fully actualize the “risks” discussion
of the informed counseling process. Table 1 lists specific rec-
ommendations for various clinical settings. Table 2 offers pos-
sible language that providers and clinical staff might consider
depending on setting and need.
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If or When Someone Declines

Declining laboratory testing is always within the patient’s pre-
rogative, regardless of pregnancy status, for any reason." Fail-
ing to diagnose a pregnancy poses 2 types of potential risks:
risk of injury to the potentially pregnant patient, and risk of
injury to a potential embryo or fetus. There may be risks of
bleeding or miscarriage from a colposcopy or endometrial
biopsy in the setting of an undiagnosed pregnancy, or ter-
atogenicity caused by ionizing radiation from imaging pro-
cedures. However, radiology and obstetric professional orga-
nizations’ practice parameters support a patient’s right to de-
cline pregnancy testing and to still proceed with procedures
or imaging.” ' In such scenarios, shared decision-making
encourages an informed dissent process identical to the in-
formed consent process, including harm reduction options as
part of the full discussion of risks, benefits, and alternatives.””
Documenting this discussion and the patients decision, as
with any consent to or decision against recommended care,
is important and can minimize provider liability for failure to
diagnose a pregnancy.

Centering the person forgoing a requested diagnostic test
values patient autonomy and nonmaleficence as paramount.
Respecting bodily and decisional autonomy implicates non-
maleficence since disregarding a patient’s decision to decline
pregnancy testing would, at a minimum, risk inflicting psy-
chological harm and could, at a maximum, activate a legal
chain risking their physical safety. Irreversibility or serious-
ness of potential harm does not justify acting contrary to a
patient’s choice when that choice occurs within the clinical
ethical informed consent process. Applying the cultural safety
framework, which invites health professionals and institutions
to “acknowledge and address their own biases, attitudes, as-
sumptions, stereotypes, prejudices, structures and character-
istics that may affect the quality of care provided,”®') re-
solves conflicts arising between a clinical team strongly rec-
ommending a pregnancy test based on safety concerns and a
patient who declines. What counts as culturally safe is defined
by the individual to whom the services are being delivered,
which requires respecting their informed dissent. Neglecting
the cultural safety framework in this context heightens the risk
of psychologically wounding the patient by insulting their au-
tonomy.

DISCUSSION

Pregnancy test results have always had major ramifications for
individuals’ lives, particularly for patients multiply disenfran-
chised and oppressed by nature of their age, state, race, eth-
nicity, sex, gender, sexual orientation, insurance coverage, lan-
guage, citizenship, disability, or other identities. Opt-out preg-
nancy testing risks harm by ignoring these complex and po-
tentially harmful effects of diagnosing a pregnancy. The post-
Dobbs legal environment further complicates this reality. Sex-
ual and reproductive health care is best served by embrac-
ing the reproductive justice framework, wherein the patient’s
choice to become pregnant, decision to parent, and ability to
parent in safe communities, are all impacted by the pregnancy
test.

Our argument primarily addresses the ethical approach to
consent to UPT, while recognizing legal implications for the
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diagnosis of pregnancy. We hope this discussion creates pause
for providers conducting pregnancy testing in any setting, in-
cluding in emergency situations, with incompetent patients,
or those with limited decision-making capacity, as the ram-
ifications would be similar. The pregnancy testing guidance
and scripting offered in the corresponding tables can help de-
termine if a test is necessary at all, and how to discuss testing
decisions with patients, surrogate decision-makers, or the care
team.

CONCLUSION

Opt-in consent to pregnancy testing is the most conscien-
tious, ethical, and patient-centered approach. Recognizing so-
cial and legal consequences patients and providers may face
when confronted with an undesired positive test result also ac-
knowledges that opt-out pregnancy testing can lead to signifi-
cant patient harm. Opt-in testing may present new challenges
of reorganization to workflows and providers respecting the
process of informed dissent, however opt-in UPT is the con-
scientious method that centers the patient’s lived experience.
The post-Dobbs legal landscape limits options for pregnancy-
capable people; it is imperative that health care providers act
on their duty to advocate for clients by protecting their rights.
Recognizing pregnancy testing as a nonneutral health care de-
cision, providers can consider how best to communicate the
reasons for testing and possible implications in partnership
with their patients and proceed based on self-determination
and explicit consent.
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